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LICATION FOR A VARIANCE form Aopeosed: RN 29100013

SoeTReTOIY | (S
HOW, g
ORDEVICE DOCXET NUMBER

SRR .
":\TOTE; No laser kght show. projectian g\{st%w’%f‘%erce may vary from j:omphance with 21 CFR 1040.11{2) m dengn or ute without the approval of this

" DEPARTMENT OF HEALTH AND HUMAN SERVICES
PUBLIC HEALTH SERVICE '
$OOD AND DRUG ADMINISTRATION

appheation in accodancewith 210
INSTRUCTIONS = + o L.~ S
1. Chack #ll applicable boxes and type or pnnt the: 3. Mail your applicatian to the Dockets Management Branch {HFA-305), Food
requasted information. and Brug Ademrustration, Raom 4-62, $600 Fishers Lana Rockville. MD 20857
2. Submit an original and four (3) copies. 4. Enter docket numbas if assigned.

1. NAME OF COMPANY

A N e P hf\\\ { Ho’ke\ CQSUQQ:
3. ADDRESS OF COMPANY (Include Z/P CODE) (If P.O. Box is used, inciude actual street address also.)

@-j @v‘ Seo. \irginia 51’- R | &Ye) N\ %QSQ"
3. NAME AND TITLE OF RESPONSIBLE PERSON Mg 4 TELEPHQN NO. (Inciude area code) 5. DATE OF SUBMISSION
Guwo (eally, Special Eéfe,c_f‘S 1 ‘1' -~ 8;6 ’&\ ;L\ /()——L/ — gy
6. THE APRLICANT REQUESTS THE VARIANGE TO BE IN EFFECTFORAPERIODOF __ 2. YEARS FROM THE DATE DF \SSUE. (i general,
the Agency will approve & variance for only two years. I a longer petiod s requestad, 2 Justilication must de attached s part of the application.)
1. PRODUCY OESCRIPTION AND USC

a LIST NAME ANDIOR MODEL NUMBER(S) FOR THE LASER LIGHT SHOW(5) AND PROJECTOYS - . .
LASERIUM CSLP PROJECTOR MANUVFACTURED BY U{SER IMAGES | INC. ( VAR\ANCE #78P-0173

b. PRODUCT FOR WEICH A VARIANCE 1S REQUESTED f. PRODUCT 1S INTENDED TO BE USED AT ANY ONE LOCATION ’
{3 Alaser duplay device More than 15 days .
B A projectar tor a laser ightshow 8 Moare than § but not mare than 1§ days
O alaserlight show {0 Less thanSdays
Other (Specify)
o becily. i | 8. YOURISINTENDED TO RUN FOR
¢. [ Projectors are intended for sate, lease, or loan to ‘ 1 More than & months
other laser tight shaw produceri ! C11-8 months
[ Less than one month
4.PRODUCT I$ INTENDED FQR USEIN A [ Not applicable (Not e towr)
@& Ptanetanym or other dome projection structure ] Other {Specify)
Theater
8 Haotel/maotet ballroom or meetng room h PROOUCT YTILIZES THE FOLLOWING LASER EFFECTS
Q) Svore displays front screen projections

Rear screen nrojactions

{J trade show or ¢onvéntion ¢
(7 Holographic displays

O Oiscotheque or mght club

0 Pavhion R Mutuple reflection/diffraction ¢ffects
C tndaor arens [J Audience scanning (Aiso includes scanning any accessibie
[ Ouvtdoor arena uncontroiied areas)
7} Museum {7 Reftections from staticnary mictars or murorgd
{7 Qutdoorunenciosed area surfaces (Beam Matrices)
O Other (Specify) £ statianary irradiation of rotating mirror bails, etc.
{1 Scanning wradiation of ratating mirror balls, etc.
e. PRODUCT 15 INTENOED TO BE USED R Fibet optic projections
X At only one (Fixed) locaion ® fog. smoke, or Other scattering enhancement effects
C At a vanety of (Tour} locations O Othar (Specify)

T Ntr et (Spenify)

8 LASER RADIATION LEVELS

LASER MEDIUM (A7, He Ne_elc.) WAVE LENGTHS (na) PEAK POWER (watts)
KRYPTON ARGON MIXED 457 - ¢76 oM 4 maTrs

i
|

9. IF ANY LASER RADIATION 1§ PULSED OR SCANNED, GIVE THE PULSE OUHRATION AND RATE AND SCANNING FREQUENCY AND AMPUITUDE
AVERAGE SCAN RATE 1S 30,000 Por7s PR SECeND AT B0 ° MAXom
DEFLecTION.

10. REASON FOR REQUESTING VARIANCE

x Compliance with the imits of 21 CFR 1040.11(c) would cestrict the intanded yse of the product because compliance would
tinit the output power 10 the extent that the desired ef{acts wolld not be sufficiently viible

. £ Othar or addivional exptanation {Spetify} . )
aay g5 | A

“ORMFDA 3147 [5,90) PREVICTISEDITION IS OBSOY: K TF A s,



l ) 2 oF 3

11 MANNERIN WHICH IT IS PROPOSED TODEVIATE FROM THE azou:dr'mms OFTHE APPLICABLE STANDARD
[ it 1s proposed ta deviste from the provisions of 2 1 CFR1040.11(c) in that the accessible emission level would exeaed the
accessible emispion imits spacified in 23 CFR1040.1 He).

t

[ #t is proposed to deviate from the peavizion of 21 CFR 10401 1q'¢) #5 follows:

| 2. ADVANTAGES TO BE QERIVED FROM SUCH DEVIATION ]

X Laser light shaw! and displazs aré accepted populdr media iy FRIQrLaINmMent and thr ans. Use of power levels in excess
of thelfenits imposediby 21LFR 1040.1i(c) 14 necassary to schipve the required effects inthese media.

(7 Other or additional advantages {describe and explain). :

| .
13. EXPLAIN THE ALTERNATE MEANS OF RADIATION PROTECTICN YO BE PROVIDED {(ChO_(k asmany boxes as apply. In item 14 "Remarks, ~ justify any
hoxes not checked, using additional sheets af necessary. State any pther meant of radiation protection that will be uted.)

a Y All laser products, systems, shows, rnd projectors will be certfied to comply with 21 CFR 1040.10 and the tanditions of thy variance 3ad wll
b reportad as required by 21 CFR 1002.10 and 1042 12 usingjthe reporting gusdes provided for such purpose. These actions will be

sccomphshed prior to any mtroduction Into commerce

- |
b. 8 Etfects not specifically ndicated in this variance appheation viil not be performaed. No other affactt wiil e added until an amendment to
‘ the vanance has been obtainea and the required repors or ;;polemenu,:u applicable, have been submitted.

¢. (B Scanning, projacuon, or reflection of laser and collateral radiption (Light show radiation) intg audience or ather accetsible uncontrolied
areas will not be permitted axcept for dittuse reflections proguced by the atmosphere, added atmoiphenc scattering meda. and target
Kreens. b

d. I Laser radintion levels in excess of the limits of Clasx V wiit not 40 parmittad at any point less than 3.0 meters above any surface upon which
. pearsons ather than operatars, pertormears, or employees are permitted to st or 2.5 maters below oc in lateral separation from any place
where sych persons are permitted to be Operators, performirs, and cmolox«; will not ba required or allowed to view radiation above the
cifsed in 21 CFR 1040.11(c}

« M Any product which relies on scanning to maegt access, exposy Jc. ar product <1ass limits will incorporata a scanning tafeguard system which
directly senses scanagr mot:on ang which will react fast enouph to preciude excarding the apphicatile hmst,

kenits of Class | or be exposed 10 rad:ation above the hmits g

t [J All laser tight shows shalt be under the direct and perscasl cc:html of trained, competent oprator(s). The operator(s) wil; ,
(1) /mmediately tarminate the emussion of rght show radistibn in the event of any ynsafe candrtion,
{2) 8e located where alt beam paths can be directly abserve  at all times: and
(3) Be an employee of the varance holder who will be respc;j:sab!e for the training and the conduct of the operator

g B the maximum faser projector output power will aot exceed thelevelrequiredoobitainthemtended ®  ftecu.

h.  The projection system {i.e., the projector and a/? other tomu:jnen(wsed to producethe llghm? effects)will be securely mounted or
immgbilized to prevent urunlended movement or misalignenlent Beam masking will be providd 34 an inberent part Of the system design to
prevent averfilhing of screens, beam staps. targets, eic

demonstrates that they have a variance sn affect ot the ime pf delivery that permits tham 10 pioduce laser light shows incosporating such

v 1 Caser projectors will not be delivered to any other party under an agreement of saie, lease, or 10an ynless and untif the reciprent
prajectos).

Igase, or borrow the equipment, adequate users’ indtructions 107 13fe instaliation and operation which @xplain the responsibility of the
recipient as an independent light show manufacturer 103ub

intraduction o cammerce of any laser hght shows.

" n addition to the requirements of 21 CFR 1040.10{h). the m inulactures of laser projactorsBystams will pravide to parties who purchase,
tt the required reports and apply for and abtam a variance from CORH pnarto

1

k. ) The requirements of 21 CFR1002.30{aX 1 and (2} will be accpmptished thraugh the use of written pracedures for alignment. tesung,
and performance of each show Thes& procedures wil! be i guthitient detai 10 ensure comphance with 21 {FR 1040.10, the conditiony of g\u
vanance, 4nd the control of access 1o radiation areas using tiiprocedures described in the ANSI 2136.1 standard for the tafe use of lasars
(American National Standacds institute, 1430 Broadway, York, NY 10018} or any other aquivalent user consensus standard and, where
applicable, state o¢ local requirements. Laser radiation area$which can contain radiation levels above the fimits specified in 21 CFR
10401 1{¢) wilt be clearly identifted by tha pesting of warning signs andsor rastricting access through physical means (sich agpressure
switches,'photo cells, barriers, guards,erc. ). These requirempnts apply to temporary areas {such as during set up and aignment procedures)
and to tinal or permanent argas The vatiance holder will rgram the records of these procedures and the resutts of ail tests a3 required by 21
CFR1002 3% A copy of tho variance application, the approvihletter, cwrgnt'fnocadurm, and records relating to esch paricular show will be
with the operator of other responsible indivdual and wilh bel made avadablelconstispectiontby FDA and other raspansible suthorties.

L o a v~



POWEr OUtOUT intended

offices is available from the Can

dates and locations clnﬂ! and completely idenatih

(1) Tha Center for Devices and Radiotagica! Health, Otfice ol C
providing the inwial and closing dates for fined installationt
have been reportad and accession numbers clearly raferen
alt affects to be performed in sutficient detail to contirm ¢a

) The Federal Aviatian Administratson (EAA) far any Projectibns into open airy

performances, &1¢ ). il the FAA objects 10 any laser gtfects, the obyectons wiﬁ be rescived and any conditions requestad by FAA will be
adhared to. !f these conditions cannot be maet, the objectignable effects will be deleted from the show.

¢ Devices and Radiol

| X Advance written notification will be made as early a3 possibletoa pmpn.:'te federal, state, and loca) authoritias prmm:hhj show mrmuy witl
: , and » basic dascription of the proposed etfeacts including a statement of the maximum
uch aotifications will be made, but ot necestarily be hmited, to:

bmphance and Survaillance (HF1-312), 1399 Piccard Drive, Rockwille, MD 20850,
and the itinerary for mobila shows In addition, unless all aipects af each show
fed. each notice will inctude detailed dascriptions of wach show and a histing of
mpliance with the regulations and this variance.

4Ce st any time (i.e., Including set up, alignmaent, rehesssaks,

) State and local radiation control affices/agencees for all shaws 10 be performed within their Jurisdictions. AR requirements of stat
- jocal iaw wll be tatishad and in’ o 'ectu?m taised by locatlauthorimes will be resolved or the effects delsted. (A list of ﬁd.m“:,&:m,
or icl Health upon request.)

14. REMARKS

4 meters above the projector.

s

i

i
1

The projector is to be permanently installed in the Italian Restaurant
of the Pepper-mill Hotel Casino and will project an automated sequence of
tumia (interference patterns) and scanned imagery on the domed ceiling.
The projector will be mounted over 4 meters above and out of the site
line of the audience. The front projection surface will be an additional

The operator shall inspect the installation prior to stating the daily
sequences to insure compliance and overall safety. There will be a
training program to make the operator and staff aware of safe operation
practices Continuous monitoring shall be achieved by a combination of
video surveillance and the restaurant’staff, all with access to
emergency stop buttons. Communications between the restaurant and the
designated operator will also be provided.

CERTIFICATION

further understand \hat | may be required by r

Ihat my vanange apphcation may De dened of my vanancy may

LCERTIFY that all of the above Information and statements are Lrue, complete, and correct to the best of my knowledge and acknowbedge
cevoked if this apphcation i found 10 be false, misteading, or Incotrect in
any materal way. | have submitied and will submit all reports rehuned by 21 CFR 1002.10 and 1002.12 on the laset equipment and showfs). §

wlation or by the Director, Canter for Devices and Radiclogical Health, to supply such other

niormation as may bir necestary to evaluaie and act on this sppl{cation.

15, JBNATURE

(ol

T6. NAME (Typé or Prne)

6/.4'105 GA///

)

17%‘“,';Q—'Q lo\\
EfLects MSP‘
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Call 1-800-PICK-UPS (I-800-742-5877

Place Labels in This Space
Options: * I!l UPS Tracking Labe and your address |abel

Place the Tracking Label to the left of the address label.
Stamp your UPS Shipper Number or place parcel register tape above the address label.

B UPS Air Shipping Document
B UPS Waynhill

1 ks DIVENSIONAL ] st st
WEIGHT Y. | I ar g oot and

UPS Next Day Air

L
o =S ] N[BT
+: @\@ UPS Worldwide Express ':.;;:,:m@;g:ﬁ"w"
™ - . contrary fo U8,
: Shipping Document mal WoRLDWIE
n EXT DAY EXPRESS
o) AR (INTERNATIONAL)
D DOCUMENTS
ONLY
SATURDAY SATURDAY
¢ | PicKuP DELIVERY

(LT

N437 4043 611
N437 4043 611

. P TELEPHONE
“ . (_:j'./ /\.,"'L) ‘if’ A S 775-824-2700
PEPPERMILL CASINOS INC

@ N437 4043 61 1
90 W. GROVE ST STE 600 D BiLL
. RECEIVER

uws UPS Next Day Air

~. % EXTREMELY URGENT

T2 DELIVERY 1

RENO NV 89509

DELIVERY TO
{ , -2 8 N437 404361 |
Lo B V0 Tl e oAl Loy b
M S ! “ . B .
(:\o v RS it oo AR -
UL ONTY e .
; : :’;\ h \/(x :f K B o ,“‘,42
. 2 R Gy YL
W Tonky e / 2}1?”)' %S N437 4043 61 1
DATE OF SHIPMENT

_ “. 01019112009 2/86 M Unlled Parcel Service Loulsville, KY
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